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June 7, 2000

Ofﬁce of Special Nutritionals (HFS-450)
Center for Food Safety & Applied Nutrition
Food and Drug Administration

200 C Street SW
Washington, D.C. 20204

Dear Sir or Madam:

This letter will serve as 30-day notlﬁcanon pursuant to section 403 (r)(6) of the Federal Food, Drug &
Cosmetic Act and regulations promulgated thereunder.

Name and address of Dietary Supplement Manufacturer: Twin Laboratories, Inc.
' 150 Motor Parkway
Hauppauge, NY 11788
Text of statement being made: “For male libido.”
Dietary supplement ingredient: Androstenedione with Yohimbe.
Dietary supplement brand and name: Twinlab LIBIDO FUEL.

As required, enclosed are two photocopies of this notification.

The signee certifies that the information contained in this notice is complete and accurate, and that Twin
Laboratories, Inc., has substantiation that the statement is truthful and not misleading, :

Sincergly,
‘I,‘f b%/ WV’
Neil Blechman J

Executive Vice President
Twin Laboratories Inc.

Enclosures

LET 5592

——__Twin Laboratories Inc., 150 Motor Parkway, Hauppauge, N.Y. 1 1788 * 631/467-3140 * Fax 631/630-34R4
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June 5, 2000

Office of Special Nutritionals, HFS-450 v—
Center for Food Safety and Applied Nutrition '

Food and Drug Administration

200 C. Street, S.W.

Washington, DC 20204

To Whom It May Concern:

Enclosed are the original and two copies of several notifications of nutritional support as
required by the Dietary Supplement Health and Education Act, Section 403 (r)(6) of the
Federal Food, Drug and Cosmetic Act. ‘

Please feel free to contact me if you have any questions.
Sincerely,

Db ol

Barbara Larkin,

Nutrition Project Manager
Regulatory Affairs

L. Perrigo Company

copy: Heidi Horn, Perrigo

975-0162 LET 559




Food and Drug Administration ‘
Office of Special Nutritionals (HFS-450)
Center for Food Safety and Applied Nutrition

200 C Street, SW

Washington, DC 20204
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NOTIFICATION OF DIETARY SUPPLEMENT CLAIMS

Manufacturer Name and Address:

Perrigo Company of South Carolina

515 Eastern Avenue
Allegan, MI 49010

Statement Text:

Ghucosamine is a naturally occurring amino sugar. It is used as a building block for the synthesis of glycoproteins
and proteoglycans, which function to maintain the elasticity and strength of cartilage, essential to joint health and

mobility.

' Dietary Ingredient:

Glucosamine HC!

Dietary Supplement Name:

MSM WITH GLUCOSAMINE

Appears on the following labels: DailySource

I hereby certify that the information presented aid contained in this notice is complete and accurate.

Ialso certify that Perrigo Company has substantiation to verify that the statement is truthful and not misleading.

et

e

Sl

Signature/Date
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Food and Drug Administration

Office of Special Nutritionals (HFS-450)
Center for Food Safety and Applied Nutrition
200 C Street, SW

Washington, DC 20204

NOTIFICATION OF DIETARY SUPPLEMENT CLAIMS

Manufacturér Name and Address:

Perrigo Company of South Carolina
515 Eastern Avenue

Allegan, MI 49010

Statement Text:

Helps support healthy joint cartilage

Dietary Ingredient: ‘ Dietary Supplement Name:

Glucosamine HCI MSM WITH GLUCOSAMINE

Appears on the following labels: VitaSmart

[ hereby certify that the information presented and contained in this notice is complete and accurate.

I also certify that Perrigo Company has substantiation to verify that the statement is truthful and not misleading.

%&Jor:g. _ ("/s" oD

Signature/Date
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Food and Drug Administration ;
Office of Special Nutritionals (HFS-450)
Center for Food Safety and Applied Nutrition

200 C Street, SW
Washington, DC 20204

NOTIFICATION OF DIETARY SUPPLEMENT CLAIMS

Manufacturer Name and Address:

Perrigo Company of South Carolina
515 Eastern Avenue
Allegan, MI 49010

Statement Text:

MSM (methylsulfonylmethane) is a naturally occurring sulfur compound. Sﬁlﬁu is an essential component of
protein structures in the body, including hair and nails. Sulfur also functions in the sulfation of cartilage
proteoglycans, part of the matrix which surrounds bone and cartilage. ‘ o

Dietary Ingredient: ' ) Dietary Supplement Name:

MSM (methylsulfonylmethane) MSM WITH GLUCOSAMINE

Appears on the following labels: DailySource

I hereby certify that the information presented and contained in this notice is complete and accurate.

I also certify that Perrigo Company has substantiation to verify that the statement is truthful and not misleading.

%\fa‘. QC& of ST
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Signature/Date




